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in this clause : 


••sical, biological, ; 
i c t* o *. ar: act cr ctt: i 5 


■ s y c h u I c g i c a 1 , sc.cioi c gica 
s : or. chat goes bevcrd tne 


(2) Hu mer. Subject means any human being who, knowingly o- un- 

y : 1 r ° r at Uai “ Mt 

part "o' w)rk C h 18 V> '“"tribute to knowledge to be pained as a 

pait Oi. work to be perfprmed under the scope of this contract. 

(b) The Contractor, before undertaking to perform any st-r- 
V volvmg numan suojects., whether at r < sk c- nm -i • ' ' *“ 

subje following pirtimum conditions a"re compl j e d ' vi th ! ‘ ^ the 

authc 

( 1 ) The proposed s tudv has been reviewed ~ n d a - 
■•eM'nf Kb, ■ ' --v_e~t.a end donrovea bv a corr 

; eting Ltie requirements set forth in Chapter 46 of'liHf U 
: federal Regulations* ' J tJfc 4:5 0i - ~ ne oode 
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(2) Tne number of human subjects uspri will Ur - * . 

number that will reasonably achieve Xhe'equired re^Us ^ 

Scy^fiM - nUS ‘ : , be SUCh as Lc contribute significantly to 

scientific knowledge and have reasonable prospers of vrOr-n- • 
tent results essential to an a— „ „„„ i ‘ c ‘ vi-Mcmg lmpor- 

u co an research program. 

The s cudv will be conduerpn n n i. T i 
requisite scientific oualif ication" ill S F ™ P ° SSCSSing the 

care will be required during all ^tae^s of“s‘!T T"F° ° S . kU1 and 
duct or assist in the study. , y ° perSons wno con - 

(5) The human subject will be" informed that at ~nv m „ ir ,, ■ 
tne course of his participation he has rhr J" * - * ‘ me . aurinK 

and withdraw from furthe-' iar ici na-'' ‘ • ; ifc ' n " L ° revoke hls consent 

rinu pa r u ic i pa t. : on wit.nout prejudice to himself. 
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(7) There shall be no greater intrusion into th» rrivary 0 f 
human subject that, is absolutely r . i v or . ..e 

involve A r r ^ T >e>.=.-Sd 1 y i.or «.he conGuct of th= cr. ay 
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b t h i & centre. c t , a: ;; ir. format i o r, o h t 
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(O Tne & Lucy v: . : be cnnavctec sc as to avc i c? aij unnecessary 
physical cr men r a 1 suffering of ir.jurv. 

(9) Ko study will be conducted if there i; any inherent reason tc 
believe that death cr disabling injury is likely to occur. Sufficient 
animal or laboratory experiments, or ether evaluations, must have been 
completed to give assurance of acceptable risks prior tc the use cf 
human subjects. 

i 
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(10) Tfee degree of risk .to be taken will never exceed that which 
is justified by the benefit to the subject and/or the humanitarian 
importance of the knowledge to be gained. 

(11) A physician will be responsible for the medical care of 
subjects. Even j. f not the project leader, the physician will have 
authority to terminate the study at any time that he believes death, 
injury or harm, is likely to result. 



(12) Proper preparations will be made, and adequate facilities 
provided, to proteef the subject against all foreseeable pcssibili ties 
of injury, disability, or death. This : includes but is not limited to 
hospitalization and medi cal^treatment ds-mav be reauired. In addition, 
all apparatus and instruments, necessary to deal with likely emergency- 
situations will be available. 


(lb) Human subjects will have no physical or mental conditions 
which will make participation more hazardous for them than it would 
be for normal healthy persons, unless such condition is a necessary 
prerequisite for the particular stuay {involved. In any such case, 
the use of human subjects with Such pre-existing conditions must have 
been specifically described and justified in the scope of the work to 
be performed under this contract. 


(14) The scientifically qualified person conducting the study, and 
each member of. his research team, will be prepared tc terminate the 
subject's participation at any stage if he- has reason tc believe, in 
the exercise of the good faith, superior skill, and careful Judgment 
required Ox him, that continuation is likely to result in iniurv, dis- 
ability, or death to the human subject. 
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(c) The Contractor, before permi'fit j ng any person to 
e ii.3ti.cin subject, vrictner at risk or .not, shall insure 
lowing minimum conditions are complied with: 


pa r t i c ipa r e 
t r. a t !. n e 


Approved For Release 2003/09/16 :2CIA-RDP96-00788R001 100440007-6 


' Approved For Release 2003/09/16 : CIA-RDP96-OO788RO01 100440007-6 


and 


(*) legally effective infcm-d consent vi i 1 
a?prc>f-r:t»ce n-etnods in accordance with the ; 


obtained by adeouate 
Finns c : this clause. 


(2) Ai 1" cons cr. t n.u 
of the individual or hi 
as to be able to exerci 
any use of force, fraud 
or in. proper inducement, 
consent include: 


st be voluntary . It must be the knowing consent 
c legally aut lionized representative, sc- situated 
sc tree power of choice without there having beer: 
, deceit, duress, constraint, coercion, cr lawful 
she elements o* mic-mat ion necesssrv to such 


(i) r. rair explanation of the procedures to be followed, and their 
pu. poses, including identification of any procedures which are experi- 
mental . 


(ii) ' A description of any attendant discomforts or risks reasonably 
to be anticipated. 

* ? / 

(iii) A description of any' benefits reasonably to be anticipated. 

(iv) A disclosure of any appropriate alternative procedures that 
mignt be advantageous to the ^ubject.. 

(v) An ofrer to answer any questions concerning the procedure. 

(vi) An instruction that J-he subject is free to revoke his consent 

and to discontinue participation at any time without prejudice to 
himself. *’ 

’V , 

(d) Exculpatory language -through which the subject is made to waive 
or appear to waive, any of his* legal rights, including any release from 
liability for negligence, is prohibited. 


. (e) _ Prior consent by a subject or his legally authorized represen- 
tative shall be obtained in all cases. Such consent shall be in' writing 
whenever it is reasonably possible to do so. The consent font, may be 
read to the subject or his legally authorized representative, but" in anv 
event he or his legally authorized' representative must be given adeauate 
opportunity to read it and to ask any questions they might have. This 
consent form should then be signed by the- sub jec t or his legally authorized 
representative and by a witness not directly involved in the study. Oral 
consent may be used only when it has been specifically described and 
justified in the scope of the work to be performed under this contract 
or approved in writing by the contracting officer. When so «u t ho--' '-ed 
ana used, oral consent is subject to all the sane standards us apple to 


written consent, except that th 
authorized representative is no 


s i gn stare 
re oui red . 


the subject or hit 


iersllv 


(j.) i i lor tc conduct c£ the study, phe contractor shall submit for 
approval to the contracting officer a detailed description of the means 
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(g) The- Cent rer*. o: sjiS.ll nrt 
clinical pharr, ardor;* cr clinic;::! 
'inlet? this contract tcr.t.sir.r the 
1 lives t i gat ions] I; rug? . ” 

(h) Prisoner? of war will not 


un ter take tc concoct either the 
ttetj? of an investigations] drug 
c : sett entitles ''C’ ir ’ c £ ' ' • - ■ r 

t>e used under any circumstances. 
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